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STATEMENT FILED PURSUANT TO THE DUTY OF 
DISCLOSURE UNDER 37 CFR SS1.56, 1.97 AND 1.98 

Sir: 

Pursuant to the duty of disclosure under 37 C.F.R. §§1.56, 1.97 and 1.98, the Applicant 
requests consideration of this Information Disclosure Statement. 

PART I: Compliance with 37 C.F.R. SI. 97 

This Information Disclosure Statement has been filed within three months of the filing 
date of a National Application other than a continued prosecution application under 37 C.F.R. 
§ 1.53(d). No fee or certification is required. 



PART II: Information Cited 

The Applicant hereby makes of record in the above-identified application the information 
listed on the attached form PTO-1449 (modified). The order of presentation of the references 
should not be construed as an indication of the importance of the references. 
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Serial No.: 10/806,732 



Art Unit: Not Yet Assigned 



The Applicant hereby makes the following additional information of record in the 
above-identified application. 

The Applicant would like to bring to the Examiner's attention the following co-pending 
applications that may contain subject matter related to this application. The Applicant invites the 
Examiner to review and consider the prosecution of these applications. Copies of these 
applications are not provided as they vvere previously submitted in prior application, Serial No. 
10/143,564, filed May 10, 2002, and relied upon for an earlier filing date under 35 U.S.C. § 120. 



Serial No. 
09/661,623 
10/143,746 



Filing Date 
September 14, 2000 
May 10, 2002 



Title of Application 
IMPLANTABLE PROSTHESIS 

PROSTHETIC REPAIR FABRIC WITH 
EROSION RESISTANT EDGE 



10/143,743 



May 10, 2002 



PROSTHETIC REPAIR FABRIC 



PART III: Explanation of Non-English Language References and Remarks Concerning Other 
Information Cited 

The following is a concise explanation of the relevance of each non-English language 
reference listed on the attached form PTO-1449 (modified): 

EP 0 719 527 (Sgro) corresponds to U.S. Patent No. 5,697,978, cited herein. 

PART IV: Remarks 

Documents cited on the attached form PTO-1449 (modified) are enclosed unless 
otherwise indicated on the attached form PTO-1449 (modified). It is respectfully requested that: 

1. The Examiner consider completely the cited information, along with any other 
information, in reaching a determination concerning the patentability of the present claims; 

2. The enclosed form PTO-1449 be signed by the Examiner to evidence that the cited 
information has been fully considered by the Patent and Trademark Office during the 
examination of this application; 

3. The citations for the information be printed on any patent which issues from this 
application. 
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Art Unit: Not Yet Assigned 



By submitting this Information Disclosure Statement, the Applicant makes no 
representation that a search has been performed, of the extent of any search performed, or that 
more relevant information does not exist. 

By submitting this Information Disclosure Statement, the Applicant makes no 
representation that the information cited in the Statement is, or is considered to be, material to 
patentability as defined in 37 C.F.R. § 1.56(b). 

By submitting this Information Disclosure Statement, the Applicant makes no 
representation that the information cited in the Statement is, or is considered to be, in fact, prior 
art as defined by 35 U.S.C. §102. 

Notwithstanding any statements by the Applicant, the Examiner is urged to form his own 
conclusion regarding the relevance of the cited information. 

An early and favorable action is hereby requested. 



Respectfully submitted. 



By: 




ffapies M. Hanifm, Jr., R^gji No.l39,213 
WOLF, GREENFIELD & SACKS, P.C. 
600 Atlantic Avenue 
Boston, MA 02210 
Telephone (617) 720-3500 



Date: May /5.2004 
X05/23/04 
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U.S. PATENT DOCUMENTS 



Examiner's 
Initials^ 


Cite 
No. 


U.S. Patent Document 


Name of Patentee or Applicant of Cited 
i/ocumeni 


Date of Publication or of issue 
of Cited Document 
MM-DD-YYY 


Number 


Kind 
Code 






2,671,444* 




Pease 


03/09/1954 






3,875,928* 




Angelchik 


04/08/1975 






4,271,827* 




Angelchik 


06/09/1981 






4,403,604* 




Wilkinson et al. 


09/13/1983 






4,769,038* 




Bendavid et al. 


09/06/1988 






4,796,603* 




Dahlke et al. 


01/10/1989 






4,854,316* 




Davis 


08/08/1989 






5,006,106* 




Angelchik 


04/09/1991 






5,116,357* 


A 


Eberbach 


05/26/1992 






5,246,456* 


A 


Wilkinson 


09/21/1993 






5,258,000* 


A 


Gianturco 


11/02/1993 






5,290,217* 


A 


Campos 


03/01/1994 






5,314,473* 


A 


Godin 


05/24/1994 






5,316,543* 


A 


Eberbach 


05/31/1994 






5,368,602* 


A 


de la Torre 


11/29/1994 






5,370,650* 


A 


Tovey et al. 


12/06/1994 






5,397,332* 


A 


Kammerer et al. 


03/14/1995 






5,433,996* 


A 


Kranzler et al. 


07/18/1995 






5,456,720* 


A 


Schultz et al. 


10/10/1995 






5,480,436* 


A 


Bakker et al. 


01/02/1996 






5,508,036* 


A 


Bakker et al. 


04/16/1996 






5,571,116* 


A 


Bolanos et al. 


11/05/1996 






5,593,441* 


A 


Lichtenstein et al. 


01/14/1997 






5,601,579* 


A 


Semertzides 


02/1 1/1997 






5,634,931* 


A 


Kugel 


06/03/1997 






5,676,674* 


A 


Bolanos et al. 


10/14/1997 






5,695,525* 


A 


Mulhauser et al. 


12/09/1997 






5,697,978* 


A 


Sgro 


12/16/1997 






5,702,416* 


A 


Kieturakis et al. 


12/30/1997 






5,716,409* 


A 


Debbas 


02/10/1998 






5,725,577* 


A 


Saxon 


03/10/1998 






5,743,917* 


A 


Saxon 


04/28/1998 






5,766,246* 


A 


Mulhauser et al. 


06/16/1998 






5,769,864* 


A 


Kugel 


06/23/1998 
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U.S. PATENT DOCUMENTS 



Examiner's 


Cite 


U.S. Patent Document 


Name of Patentee or Applicant of Cited 


Date of Publication or of issue 
of Cited Document 

'XM'KM T\T\ 

MM-DU-YYY 


Initials/i^ 


No. 


Number 


Kind 
Code 


Document 






5,836,961* 


A 


Kieturakis et al. 


11/17/1998 






5,861,036* 


A 


Godin 


01/19/1999 






5,887,594* 


A 


LoCicero, III 


03/30/1999 






5,897,562* 


A 


Bolanos et al. 


04/27/1999 






5,916,225* 


A 


Kugel 


06/29/1999 






5,919,232* 


A 


Chaffringeon et al 


07/06/1999 






5,919,233* 


A 


Knopf et al. 


07/06/1999 






5,948,020* 


A 


Yoon et al 


09/07/1999 






5,954,767* 


A 


Pajotin et al. 


09/21/1999 






6,066,777* 


A 


Benchetrit 


05/23/2000 






6,067,991* 


A 


Forsell 


05/30/2000 






6,090,116* 


A 


D'Aversa et al. 


07/18/2000 






6,113,623* 


A 


Sgro 


09/05/2000 






6,120,539* 


A 


Eldridge et al. 


09/19/2000 






6 174 320* 


Bl 


Kugel et al. 


01/16/2001 






6 214 020* 


Bl 


Mulhauser et al. 


04/10/2001 






6 224 616* 


Bl 


Kugel 


05/01/2001 






6 258 124* 


Bl 


Darois et al. 


07/10/2001 






6 270 530* 


Bl 


Eldridge et al. 


08/07/2001 






6,280,453* 


Bl 


Kugel et al. 


08/28/2001 






6,287,316* 


Bl 


Agarwal et al. 


09/11/2001 






6,290,708* 


Bl 


Kugel et al. 


09/18/2001 






6,319,264* 


Bl 


Tormala et al. 


11/20/2001 






6,383,201* 


Bl 


Dong 


05/07/2002 






6,497,650 


Bl 


Nicolo 


12^4/2002 






6,551,356* 


B2 


Rousseau 


04/22/2003 






6,652,595 


Bl 


Nicolo 


1 1/25/2003 






6,596,002* 


B2 


Therin et al 


07/22/2003 






2001/0049539* 


Al 


Rehil 


12/06/2001 






2002/0001609* 


Al 


Calhoun et al. 


01/03/2002 






2002/0013590* 


Al 


Therin et al. 


01/31/2002 






2002/0042658* 


Al 


Tyagi 


04/11/2002 






2002/0052654* 


Al 


Darois et al. 


05/02/2002 
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FOREIGN PATENT DOCUMENTS 



Examiner's 
Initials^ 


Cite 
No. 


Foreign Patent Document 


Name of Patentee or Applicant of Cited 
RncuniAiit 

VVU III VII ^ 

(not necessary) 


Date of 
Publication of 
Cited Document 
MM-DD-YYYY 


Translation 
(Y/N) 


Office/ 
Country 


i^uniDcr 


Kind 
Code 






EP 


0 719 527* 


Al 


Sero 


07/03/1996 








EP 


0 898 944* 


A2 


Ethicon Tnc 


03/03/1999 








EP 


0 898944* 


A3 


Ethicon, Inc. 


08/04/1999 








FR 


2145975* 




Cutter Laboratories, Inc. 


02/23/1973 








FR 


2744906* 


Al 


Cousin Biotech 


08/22/1997 








UK 


1 406 271* 




Frankenthal 


09/17/1995 








WO 


97/35533* 




Nicolo 


10/02/1997 








WO 


99/56664* 




Bose Nominees Pty Ltd. 


11/11/1999 








WO 


00/07520* 


Al 


Pelissier 


02/17/2000 








WO 


00/42943* 




Beretta 


07/27/2000 








WO 


01/08594* 


Al 


C.R. Bard 


02/08/2001 








WO 


01/54589* 


Al 


Rehil 


08/02/2001 








WO 


01/81667* 


Al 


Sofradim Production 


11/01/2001 








WO 


01/85058* 


A2 


Angiologica B.M. et al 


11/15/^001 








wo 


02^2047* 


Al 


C.R. Bard 


03/21/2002 





OTHER ART NON PATENT LITERATURE DOCUMENTS 



Examiner's 
Initials^ 


Cite 
No 


Include name of the author (in CAPITAL LETTERS) title of the article (when appropriate), title of the 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, relevant page(s), volume-issue 
number(s), publisher, city and/or country where published. 


Translation 

(Y/N) 






"Bard EndoCinch Introducing Bard's EndoCinch''*'^ Endoscopic Suturing System," 
http://www.bardendoscopy.coni/gerd.htm (October 2001), 7 pages.* 








BASSO et al., "360° Laparoscopic Fundoplication With Tension-Free Hiatoplasty in The Treatment of 
Symptomatic Gastreoesophageal Reflux Disease," 14 Surg, Endosc. 164-169 (2000),* 








CARLSON et al., "Management of Intrathoracic Stomach With Polypropylene Mesh Prosthesis Reinforced 
Transabdominal Hiatus Hernia Repair," 187(3)7. Am, Coll Surg, 227-230 (1998).* 








CARLSON et al., "Laparoscopic Prosthetic Reinforcement of Hiatal Herniorrhaphy," \ 6Dig. Surg. 407-410 
(1999).* 








CARLSON et al., "Polypropylene Mesh Reinforced Hiatus Hernia Repair," 1 12(4) Gastroentology (April 
1997),* 








CARUGNO et al., "Development of an Adjustable Prosthesis For The Treatment of Gastroesophageal Reflux," 
ASAIO Journal 140-143 (1998),* 








FRANTZIDES et al., "Laparoscopic Repair of Large Hiatal Hernia With Polyteti-afluoroethylene," 13 Surg, 
Endosc. 906-908 (1999).* 








FRANTZIDES et al., "Prosthetic Reinforcement of Posterior Cruroplasty During Laparoscopic Hiatal 
Herniorrhaphy," 11 ^wr^. Endosc. 769-771 (1997).* 
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OTHER ART NON PATENT LITERATURE DOCUMENTS 



Examiner's 
Initials^ 


Cite 
No 


Include name of the author (in CAPITAL LETTERS) title of the article (when appropriate), title of the 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, relevant page(s), volume-issue 
number(s), publisher, city and/or country where published. 


Translation 

(Y/N) 






HUNTINGTON, "The Surgeon at Work: Laparoscopic Mesh Repair of The Esophageal Hiatus," 184 1 Am. 
Coll Surg. 399-400 (April 1997).* 








KENNEDY, "Hiatus Hernia Repair Clinical and Radiological Results of a New Combined Thoracoabdominal 
Technique," 1 Med. J. Australia 386-390 (1974).* 








KOZAREK et al., "Evaluation of Angelchik Antireflux Prosthesis: Long Temi Results", 30(8) Digestive 
Diseases and Sciences llZ-l'^l (August 1985).* 








LEES et al., "Esophageal Perforation: A Complication of The Angelchik Prosthesis," 50(4) Cleve. Clin. Q. 449- 
451 (1983).* 








PATEL et al., "Angelchik Antireflux Prosthesis— Its Usefulness And Review of Literature," 79(1 )i4w. J. of 
Gastroenterology 12-15 (1984).* 








SAKASHITA et al., "Repair of Posttraumatic and Recurrent Diaphragm Hernias With Prosthetic Mesh," 15(1) 
Acta Medica et Biologica 1-14 (1967).* 








THIBAULT et al., "The Angelchik Antireflux Prosthesis: Long-Term Clinical and Technical Follow-up," 37(1) 
Canadian 7. Surg, 12-17 (February 1994).* 








WALDHAUSEN et al., "The Diagnosis and Management of Traumatic Injuries of the Diaphragm Including The 
Use of Marlex Prostheses," 6(3)7. of Trauma 332-343 (1966).* 








WATANABE et al., "Laparoscopic Repair of a Paraesophageal Hiatus Hernia Without Fundoplication," 27 
Surgery Today 1093-1096 (1997).* 








SIMPSON et al., "Prosthetic Patch Stablization of Crural Repair in Antireflux Surgery in Children," The 
American Surgeon, January 1998, pp. 67-69, vol. 64.* 








PAUL, et al., "Laparascopic tension-free repair of large paraesophageal hernias", Surg Endosc, 1997, pp. 303- 
307, vol. 11.* 








EDELMAN, DAVID S., M.D., "Laparascopic Paresophageal Hernia Repair with Mesh", Surgical Laparascopy 
& Endoscopy, 1995, pp 32-37, Vol. 5, No. 1.* 








CHAMPION et al., "Laparascopic Mesh Cruroplasty for Large Paraeosphageal Hernias," Surgical Endoscopy 
and Other Interventional Techniques, February 17, 2003, pp. 551-553, Vol. 17, No. 4.* 
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Include copy of this form with next communication to applicant. 

*a copy of this reference is not provided as it was previously cited by or sibmitted to the office in a prior application, Serial No. 1 0, 143,564, filed May 1 0, 2002, and relied upon 
for an earlier fllingdate under 35 U.S.C. 120 (continuation, continuation-in-part, and divisional applications). 
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in the earlier application.] 
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